The new Food, Drug, and Cosmetic Act embodies the most drastic consequence thus far produced by a recent important tendency in federal legislation to impose strict procedural requirements upon regulatory agencies in the exercise of rule-making powers and to subject the resulting regulations to a high degree of judicial review.
ing and shall set forth as part of the order detailed findings of fact on which the order is based. "' 9 Judicial review of the enumerated types of regulations may be had within 90 days of their issuance, amendment, or repeal, "in a case of actual controversy," by "any person who will be adversely affected." A petition for such review may be filed in the Circuit Court of Appeals for the circuit in which the plaintiff resides or has his principal place of business. Summons upon the Secretary of Agriculture may be bad "at any place in the United States" and places upon him a duty "promptly... [to] certify and file... the transcript of the proceedings and the record on which the Secretary based his order." If the petitioner shows that additional evidence is material and that reasonable grounds existed for failure to adduce it in the administrative hearing, the court may remand the proceedings to the Secretary for the reception of such evidence and for possible modification of his action, followed by the return of the case to the court. In the court's review, "The findings of the Secretary as to the facts, if supported by substantial evidence, shall be conclusive"; but the court "shall have jurisdiction to affirm the order, or to set it aside in whole or in part, temporarily or permanently." Moreover, if the Secretary "refuses to issue, amend, or repeal a regulation" in disregard of law, the court shall order him "to take action.. . in accordance with law." 2 0 Existing methods of judicial review of regulations are explicitly preserved by the Act. 2 ' Other recent legislation contains procedural and review provisions which are not dissimilar to those in the Food, Drug, and Cosmetic Act, although they are somewhat less drastic and do not evidence the mistrust of the administrative authorities which Congress displayed in that act. The Fair Labor Standards Act, 2 2 adopted at the same time as the food and drug measure, creates the office of Administrator and confers power upon him to establish wage rates for particular industries, departing within limits from the statutory standards. The appointment of industry committees in industries affected by the Act is required. Prior to any wage-variation order, the industry committee in the industry to which the order will apply must have made an investigation and submitted recommendations, upon which the Administrator must then have held a full hearing, followed by findings to support the order. There is no specific requirement that orders be based only upon evidence included in the record. 2 3 The industry committees are entitled to rely upon their own knowledge 24 and hearings are optional with them. 2 5 There must, however, be evidence in the '" §70I (e), 2 U. S.C. §371(e). §7 0 1 (f), 2 id. §37(f).
"Id., par. ' §8, 29 U. S. C. §208. 'The committees are composed of representatves of the "public" and of employer representatives and employee representatives from within the industry, in equal numbers. Hence they are consultative as well as investigating bodies, designed to introduce first-hand knowledge into administration. See Fuchs, supra note 1, at 274-275.
"The committees, or authorized subcommittees, "may, hear such witnesses and receive such evidence as may be necessary or appropriate to enable the committee to perform its duties and functions," §8(b), 29 U. S. C. §208(b) . See also Regulations of the.Wages and Hours Division, §511.rs, 3 FED. REG. 2744, (Nov. x8, 1938) .
LAw Arm CONTEMPORARY PROBLEMS record as it leaves the Administrator to support all findings of fact, for they may be rejected upon judicial review if not supported by substantial elvidence. Such review may be had by "any person aggrieved" by an order and may result in the modification or setting aside of the order in whole br in part. In general, the court's review "shall be limited to questions of law. ' 26 Under the Bituminous Coal Act of 1937 hearings must precede the issuance of all regulations that have "the force and effect of law." Such regulations must also be accompanied by findings of fact, which shall be conclusive upon judicial review, if supported by substantial evidence. 27 Whether a statutory mode of judicial review has been provided, or whether non-statutory methods of review must be resorted to, is doubtful in the Act. 28 Other recent legislation, although less clear-cut in its terms, contemplates the basing of administrative regulations upon data incorporated into a record, as well as provides for the judicial review of such regulations. 29 It required more than a general legislative tendency, however, to produce the precise provisions of the Food, Drug, and Cosmetic Act which establish the procedure to be employed in the formulation of regulations and provide for the judicial review of such regulations. The Act has a history of its own which accounts for some of these terms. In the long struggle in Congress for more adequate food, drug, and cosmetic legislation following the introduction of the original Tugwell bill, 8 0 there was a game of see-saw between the proponehts of administration that should be equipped with teeth and advocates of the utmost opportunity for affected private interests to interpose objections to departmental regulations. The final outcome is a compromise between the two groups, into which, however, a last-minute assault by the representatives of the private point of view has incorporated certain provisions of new and doubtful import, together with language expressive of hostility toward the administration that supposedly was being strengthened.
The original bill 8 1 contained no procedural or review provisions, thus leaving it open to the administration to work out its own methods 3 2 and relying upon the "day in court" of affected parties when met by enforcement efforts, to furnish the necessary relief against misapplication of the law. The bill was met almost at once by a recommendation from the National Canners' Association that "a new section be ' §io(a), 29 U. S. C. §2io(a). ' See Fuchs, supra note i, for an account of various types of administrative rule-making procedure, upon which the Food and Drug Administration might have drawn. The 19o6 Act, 34 STAT. 768, 2t U. S. C. §3, conferred no power to enact regulations, except such as were needed to control the routine of administration. Regulations of an advisory nature, intended to be observed by the industries affected, were usually preceded by informal hearings. 38 Thus the two extreme positions were stated early in the game.
The original bill was supplanted by another draft" in which both procedural and review provisions were included. These were not, however, of a particularly drastic character. Committees on public health and food, with membership chosen for technical competence, were established for the purpose of formulating proposed regulations when advised by the Secretary of the need of them. Public hearings were to be held by the Secretary upon these proposals and regulations were to be finally promulgated only with committee approval.
3 5 A suit to restrain the enforcement of any regulation might be maintained if the petitioner could show that he would suffer substantial damage by reason of its enforcement and that the regulation was "unreasonable, arbitrary, or capricious or not in accordance with law." 38 The Secretary's findings of fact were to be conclusive.
3
Later drafts of the bill provided for public health and food committees representative of the public, of the industries affected, and of the Food and Drug Administration; 3 8 introduced a provision for industry advisory committees; and broadened the availability and scope of the judicial review of regulations 8 9 In the 7 4 th Congress the pertinent provisions of a renewed bill 0 underwent a similar metamorphosis. 41 The bill was passed by the Senate with a provision for injunctions against the enforcement of regulations which were "not in accordance with the facts or the law." 42 In the House the Committee on Interstate and Foreign Commerce eliminated the provisions for public health and food committees and for judicial review, retaining a provision for hearings before the Secretary upon contemplated regulations. 48 The measure failed of passage in the 74 th Congress, however. In the bill which finally became law the original Senate draft eliminated the device of committees to participate in the framing of regulations. It contained a provision for public notice and hearings upon proposed regulations and conferred authority upon the district courts to enjoin the enforcement of any regulation if it was "found as a fact or conclusion of law . .. that the regulation is unreasonable, arbitrary, or capricious, or not in accordance with law and that the petitioner may suffer substantial damage by reason of its enforcement." 44 Thus no specification was 'The Committee draft, supra note 38, §22, eliminated the clause conferring finality upon the Secretary's findings of fact. A later committee draft (May 16, 1934) provided that injunction proceedings might be brought by "any interested person" who could show that the regulation was "unreasonable in the light of facts" and that he might suffer damage. made of the character of the administrative hearing, and judicial review was not made to include a reExamination in court of the administration's factual conclusions except as they bore upon the possibility of a regulation's being unreasonable, arbitrary, or capricious.
In the House committee, to which the bill then went, considerably more stringent procedural provisions and an entirely different method of judicial review were substituted for those approved by the Senate. The requirement now in the Act, that all evidence be made a matter of record, 4 5 was introduced. It was provided that a complaint, seeking either to enjoin the enforcement of a regulation or to compel its modification, together with service of summons, should be followed by the Secretary's certification of the transcript and record upon which his regulation was based. Thus review of the record was substituted for the consideration of a case against a regulation newly presented in court. No provision limiting the scope of review was included, but the court was authorized to enjoin the enforcement of the regulation, temporarily or permanently, and "to take such further action as justice may require." The power of review continued to be lodged in the district courts. 6 The bill passed the House in this form.
As thus modified, the review provisions of the bill were more drastic than those included in any previous legislation with respect to administrative action of any kind. The combination of jurisdiction in the district courts, of judicial review on the basis of the administrative record, of unrestricted power to reverse the administrative determinations, and of authority to order affirmative action would have been overpowering. It evoked a storm of protest. In the conference committee the bill was changed to the present form of the Act, in which review by the Circuit Courts of Appeals is substituted for review in the district courts and the administrative findings of fact are made conclusive if supported by substantial evidence.
I. BACKGROUND AND SCOPE OF THE PROCEDURAL AND REvIEw PROVISIONS
In thus subjecting the formulation of general regulations to detailed procedural requirements and providing for judicial review on the basis of the administrative record, the Food, Drug, and Cosmetic Act, even as modified in the conference committee, together with the other recent legislation previously noted, 4 8 breaks fresh ground.
With respect to judicial review the terms of the new legislation stem principally from the provisions of the Federal Trade Commission Act, which provide for review of the Commission's cease-and-desist orders, both in enforcement proceedings brought by the Commission and in injunction suits filed by parties to whom such orders apply. review to questions of law and to ascertaining the presence of evidence to sustain the administrative findings of fact were included in this relatively early legislation.
"
With minor variations, the same provisions have been incorporated into numerous subsequent acts.
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In most of the instances of the use of this formula derived from the Federal Trade Commission Act, however, the administrative acts thus subjected to judicial review were decisions and orders addressed to definite parties, as contrasted with administrative regulations of general application. For example, the Federal Trade Commission itself, the Board of Tax Appeals, and the National Labor Relations Board are not vested with rule-making functions except as regards their own procedure; their task is to deal with conditions as they find them in particular cases. Consequently the records which they certify into court when their decisions are called in question are more nearly of the variety with which courts are accustomed to deal, presenting fairly definite issues in regard to specific situations, than will be the case under the new Act.
With respect to procedure also, that which is prescribed for rule-making authorides in the Food, Drug, and Cosmetic Act and the other legislation mentioned above derives from sources which involve primarily administrative action that is addressed to specific parties. The theory that definite issues should be framed in an administrative proceeding and that all the evidence should be incorporated into a record so that it may be met by opposing parties, has been evolved by the courts, for the most part in public utility rate cases, as they have interpreted statutory provisions which require that a "fair hearing" be granted to affected parties. 51 The requirement of adequate findings to provide a basis for judicial review, together with assurance that the statute has been followed, has come to be imposed through a similar process. The new Food, Drug, and Cosmetic Act simply writes into the statute the details of these previously developed judicial doctrines-and does so in connection with rulemaking powers to which the doctrines originally had no application. The legislative inclination to enact such an extension of procedural requirements no doubt was strengthened by two decisions in which the Supreme Court itself effected a similar extension of the requirement of findings. In Panama Refining Co. v. Ryan " ' it held that executive regulations enacted in the exercise of a broad delegated discretion, whose violation entails criminal penalties, must as a matter of due process of law be accompanied by findings, in order that the authority for the regulations may sufficiently appear. In United States v. B. & 0. R. Co. 54 it held that a regulation of the Interstate Commerce Commission under the Boiler Inspection Act, requiring the installation of power reverse gears on locomotives of more than a certain weight, could not stand without "the basic or essential findings necessary to support the Commission's order." A mere finding that the specified locomotives "should have" such gears was held to be insufficient. Here the Court, having previously resorted to doubtful inferences in order to confer the power to impose general regulations under the Boiler Inspection Act 5 5 upon the Commission, 5 6 indulged the further inference that the Interstate Commerce Act's requirement of a report stating "the conclusions of the Commission," to accompany each order except in reparations cases, " applied also to an order imposing a safety regulation. Since in practice the Commission had followed the equivalent of its rate-fixing procedure in arriving at its order, "s the Court's conclusion was not unnatural. It is but a short step from the assumption that certain procedural requirements apply in the formulating of safety regulations to the enactment of similar mandatory requirements in new statutes conferring rule-making powers.
There can be little doubt of the intention of the legislative sponsors of the present procedural and review provisions of the Food, Drug, and Cosmetic Act to secure complete adherence to the stricter requirements of the foregoing authorities. Mr. Lea, Chairman of the House committee in charge of the bill, assured the Representatives that the measure "in substance provides that the legislative agency shall do the very things that the Supreme Court said they should do in the Morgan case" and that the judicial review section "means an honest-to-God review by the court for the purpose of performing the function of protecting the law against the legislative or the executive departments of the Government." 59 The committee report itself referred to the Ohio Bell Telephone Company case as authority for the procedural requirements contained in the House bill" 0 and stated that the provision, for judicial review was designed to leave the court free "to exercise its review to the full extent that it may constitutionally do so." 61 This statement applies almost equally to the present provisions of the Act.
1H. REATIoN OF PRoVIsIoNs
The foregoing statutes and decisions are far from conveying a picture of the procedures that prevail in the numerous instances in which administrative authorities exercise rule-making powers. Statutes conferring such powers usually are silent in regard to the procedure to be employed; administrative practice varies widely; and judicial decisions with respect to the appropriate procedure are relatively few in number. 62 Hence the Food, Drug, and Cosmetic Act, in common with the recent tendency toward procedural strictness which it exemplifies, represents a distinct departure from prevailing standards. This deviation results either from a supposed analogy to "quasi-judicial" administrative functions, from the pressure of private interests upon legislatures and courts, or from both.
Frequently the cases that have dealt with the matter have drawn an analogy between administrative rule-making and the action of the legislature, because the normal product of both is a rule of general, and of future, application. Hence it has been held that a hearing, if not required by statute, is not necessary in connection with the formulating of regulations 63 or that the hearing, if required, may be of the informal character which is usual in legislative committee investigations. Neither the observance of the rules of evidence, the confinement of the basis of administrative action to evidence adduced at a hearing, the making of a record of the proceedings, nor the formulation of findings to accompany a regulation would be necessary under such a conception. The Supreme Court itself, in a decision" 5 following the Panama Refining case, quickly held that findings need not accompany an administrative regulation which is an exercise of delegated "police power" 6 ' and which is "general legislation, not an administrative order in the nature of a judgment directed against an individual concern." m 67
In judicial review of regulations also, the courts have usually limited their own competence to a rather narrow range. The typical method of obtaining a review has been by means of resistance to a prosecution for violation or by a suit to enjoin the enforcement of a regulation. If a record of the administrative proceeding that led to the regulation comes before the court in such a case, it is simply as part of the evi-'Id. at 12.
'Fuchs, supra note x, pakum. dence bearing upon the issues.s In the absence of a record, there may be "nothing to show the grounds" upon which the administrative action was based. 0 0 With or without an administrative record, the question for the court is simply whether "any state of facts can reasonably be conceived that would sustain" the regulation. If so, a presumption arises that such-a state of facts actually exists.7° Stated otherwise, the court will inquire solely whether the regulation is arbitrary and capricious 7 ' or not in accord with law or not within the jurisdiction of the authority adopting it. 72 The question naturally arises whether the more formal requirements imposed by the Food, Drug, and Cosmetic Act are reasonably applicable to an administrative function that is in many respects unlike the granting or revocation of a license, the decision of a workmen's compensation case, the issuance of a cease-and-desist order against a single respondent, the entry of an order to abate an unhealthful condition, the granting of a certificate of convenience and necessity, or the fixing of rates for one or a few utilities. In all of these instances the administrative action involves the determination of issues relating to a fairly definite transaction or state of affairs. These issues can usually be stated with some precision; the relevance to them of offered evidence can be determined in accordance with accustomed logical methods; the parties entitled to be heard can be identified fairly easily; findings can be stated with some definiteness and a decision related to them; and judicial review can center successfully upon the essential points. Each exercise of the rule-making authority which reposes in the Secretary of Agriculture under the new Act, on the other hand, relates to a general condition or to practices in which multitudes of individuals and of transactions are involved. The investigation must range over a wide field and the administrative decision must deal more largely with probabilities and less with established facts than in connection with the other types of functions.
The foregoing differences are to some extent differences in degree rather than in kind. The probable behavior bf a licensee if his application for a permit or a certificate is granted, like the business effects of a given utility rate, depends upon future contingencies-although in other instances of "quasi-judicial" administrative action, such as nuisance abatement and the decision of workmen's compensation cases, past facts very largely determine the decision. cisions may be applied both to rule-making and to the disposal of specific cases of various kinds. Whenever it must be decided whether certain circumstances 'all for an order or decision of one kind or another, it is necessary (i) to frame certain issues of fact, or state certain hypotheses, involved in the matter in hand; (2) to obtain information, or evidence, bearing upon these issues; (3) to arrive at conclusions with regard to them; and (4) to reach a decision in the light of these conclusions, upon the basis of (a) directions contained in the governing statute and (b) the exercise of whatever discretion rests with the deciding authority. 73 Judicial review of an official decision may involve a complete or partial check upon some or all of these processes.
The problems with respect to rule-making under the Food, Drug, and Cosmetic
Act are (i) whether the foregoing essential processes can be formalized with sufficient success to justify the statutory command that all evidence be made of record, that findings of fact be stated upon the basis of the record alone, and that the order embodying a regulation be based upon these findings, and (2) whether the authority conferred upon the courts to judge the substantiality of the supporting evidence and where necessary to order such administrative action as the law seems to them to call for can be beneficially exercised. Certain subsidiary questions of constitutionality, of the availability of judicial review, and of the effect of judicial decrees need also to be considered.
IV. THE PROBABLE OPERATION OF THE PROCEDURE AND REVIEW PROVIsIONS
Three classes of regulations to which the procedural requirements of the Act apply may be distinguished for the purpose of this discussion. These are (I) regulations based upon scientific determinations, such as the ascertainment of the habit-forming properties of narcotic derivatives; (2) regulations based upon an appraisal of the qualities of products in terms of human estimation of them, such as the establishment of standards of identity and quality for classes of foods; and (3) regulations which take account of psychological effects, such as those which govern labels and directions for the use of products. Different investigational techniques seem to be called for in connection with these three classes. Their relation to the legally-prescribed procedure and to review by the courts presents the essential problem.
Although a scientific investigation of the properties of a given substance does not proceed by the methods laid down in the Act for the formulating of administrative regulations, it is susceptible to reduction to these methods. The issues seem capable of fairly simple and definite statement; the results of the investigation can be set forth in evidentiary form;, findings can be made with reasonable definiteness; and a conclusion can be based upon the findings. Upon judicial review the lay mind of the judge probably can grasp the essentials of the reasoning involved and detect nonsequiturs, although judicial attempts to substitute the conclusions of the courts for those of the administrative authorities would be certain to create difficulties. 74 The Regulations appraising the qualities of products in terms of human estimation of them present a more difficult procedural problem. The properties that are valued, for example, in a canned fruit depend upon subjective and customary considerations. In connection with the judicial review of such proceedings unexpected difficulties may occur, caused by the unavoidable nalvet6 of a judge not versed in the subject matter. Following the overturning of the Commission's order in both the district court and the Supreme Court, the Commission pointed out that the district judge had not understood that reverse gears are used for their braking effect in regular operation and not merely for the purpose of reversing direction. 222 I. C. C. at 554-555. No doubt this fact had been assumed by all parties and had not been stated in the record.
'Dep't of Agr. Release 420-39, Sept. 20, 1938, announced an increase in the tolerance of lead spray residue on fresh fruit from .oi8 grain to .025 grain per pound. The action of the Secretary of Agriculture was said to be based upon advice from the Public Health Service that an uncompleted investigation of the effects of lead poison upon human beings had not yielded evidence that thd increased quantity would be harmful. Assuming that some affected interest were in a position to challenge a similarly unsupported order in court under the new Act, it is safe to say that it would be overturned without ceremony, if, indeed, it were entered in the first place. 
THE FOziULATION AND REvIEw oF REGULATIONS
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These are not capable of scientific or expert determination, but each must be estimated on the basis of a consensus of lay opinion. Many properties must be considered in arriving at a conclusion in regard to the quality of any product. If the investigational procedure is to be formalized, issues must be framed, expressly or by implication, with respect to each property; evidence must be incorporated into a record with regard to each; and findings upon each must be stated. Judicial review may then check upon the support which the findings have in the evidence. Here a more wide-ranging inquiry, involving more complex issues than a simple scientific investigation, obviously is called for. 81 Whether formal administrative methods are likely to succeed in this field depends largely upon the practicability of analyzing the problem under investigation into constituent parts that can be treated in the manner indicated. Whether judicial review is likely to be helpful or obstructive will be discussed below 2
Regulations that must take account of psychological effects, such as the impressions made by labels and by directions for the use of products, also involve investigations designed to elicit information from lay sources, at least in part. Presumably the issues are somewhat simpler tha in cases where quality standards are soight, however. The necessary size of type in a warning notice, the reaction of consumers to the phrasing of proposed statements in regard to inferior quality, 83 and the like, present fairly definite questions that may.be stated, looked into, and answered by legal methods. The answers, however, are likely to represent almost intuitive conclusions based upon rather subtle considerations. Judicial review necessarily will deal largely with the justification for the conclusions, and reversals are likely to be based upon the allegedly arbitrary and capricious character, of the conclusions, rather than upon insufficiency of the evidence to support the findings or upon errors of law. Again, the courts must exercise self-restraint if judicial review is to remain within its proper sphere.
In estimating the probability of the success or failure of the procedural and review m Analogous differences in the character of the inquiries and the types of judicial review that are adapted to various problems exist in the field of rate-fixing and have been recognized, although not clearly, by the courts. Where utilities have a heavy capital investment which may be "confiscated" if an adequate return is not permitted, and the "value" of which presents an issue to which proof can be addressed, the possibility of complete judicial review of the administrative determination of value, including the reception of additional evidence in court, has been held to be constitutionally necessary where the question of confiscation is raised. St. Joseph Stockyards Co. v. Wallace, 298 U. S. 38 (936). Where, on the other hand, the value of services rendered without important capital investment presents a less clear-cut issue, in which the question of confiscation is not said to be involved, a less minute judicial review, giving more conclusiveness to the judgment of the administrative authority, satisfied the requirements of due process. Acker v. U. S., 298 U. S. 426 (936). In the same class of case, however, it has been held that the administrative procedure must provide for a framing of issues to which arguments may be addressed, where the deciding officer is different from the one who receives the evidence. Morgan v. U. S., 304 U. S. 1 (1938). Recent cases in other courts than the Supreme Court present a somewhat confused picture, both recognizing the complex and wide-ranging nature of the inquiry involved in the fixing of prices or wages for numerous enterprises in a single proceeding and tending to insist upon the procedural safeguards to which the Supreme Court has directed attention. LAw AND CONTEMPORARtY PROBLEMS provisions of the new Food, Drug, and Cosmetic Act in connection with the foregoing classes of regulations, account should also be taken of certain influencing factors that cut across the boundaries of these classes. In the first place, the requirement of the Act that hearings be held on the basis of definite proposals of regulations 8 5 should result in a better advance understanding of the issues and in greater relevance of the testimony to them. Hence the procedure should be more workable because of this requirement than it otherwise would be.
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In the second place, the rule-making proceedings of the Food and Drug Administration may of course be conducted with at least that degree of freedom which characterizes practically all administrative processes 8 7 and probably with considerably more than is permitted in a number of other fields. Pleadings, as well as the technical rules of evidence prevailing in the courts, may be dispensed with. In addition, where numerous parties are affected by a proposed order, it is not necessary that the evidence in the record deal specifically with the affairs of each. 88 In considering numerous procedural questions that may arise it is unlikely that the courts, with whom will rest the task of defining the minimum formal requirements, will ignore the consideration that the proceedings remain "quasi-legislative" 0 or fail to admit occasional recourse to the analogy of legislative methods. To some extent counterbalancing this factor is the provision of the Act that all interested parties are entitled as of right to be heard in the prescribed manner, 0 thus rendering impossible the summary methods that prevail, for example, in the assessment and collection of property taxes in the states. 91 
V. EXPERINCE UNDER =s McNARY-MAPES AMENDMENT
There exists one body of experience under the prior food and drug legislation to indicate the possible working of the procedural and review provisions of the new Act. In i93o the so-called McNary-Mapes Amendment was adopted, conferring upon the Secretary of Agriculture the power to promulgate a minimum standard of quality, condition, and fill of container for each class of canned food coming under the Act, together with a form of statement to appear upon the labels of cans falling below such standards. Cans not meeting the standards nor bearing the proper labels were to be treated as misbranded. 9 2 The same provisions, applied to all foods with a few exceptions, are carried forward into the new Act 98 and constitute one of the rule-' §701(e), 21 U. S. . §371(e).
In an earlier form, in which proposals not only were permitted from private sources but hearings upon them were made mandatory, this provision was condemned on non-procedural grounds as obstructive of the administration of the Act. making powers whose exercise has been discussed. The McNary-Mapes Amendment contained no provisions for the procedure to be employed in the promulgation of regulations or for judicial review of the departmental measures. 94 Nevertheless its administration has presented many of the problems that will arise under the more detailed terms of the new Act.
A prominent factor in the administration of the amendment has been the presence of a strong economic interest in back of the law. The McNary-Mapes measure was sponsored by the National Canners' Association 9 " and its passage was hailed as "the culmination of practically two years' effort on the part of the canning industry." The purpose of the effort was clear. It was to eliminate competition between "standard" and "sub-standard" canned goods and even, if possible, to drive the sub-standard product off the market by means of a forbidding, or "crepe," label.
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A leading trade paper was confident that "Walter Campbell, chief of the Enforcement Division having charge of this new amendment to the Pure Food law,.. . is not a namby-pamby, milk-and-water sort of man, but a red-blooded Kentuckian who will demand plain, truthful statements" on labels.
99
The proponents of the measure recognized at times, however, that the sub-standard products which were to be labeled as such were not unwholesome and that the label must avoid the danger "of leading consumers to think that these low-grade goods are not good to eat, not safe and wholesome, when as a matter of fact they must be wholesome and pure or the department would not permit them to be sold." 9 9 The Food and Drug Administration itself asserted that "While it may have been the purpose of some of the advocates of this measure to make sub-standard canned goods so unpopular they would be driven off the market," there was no evidence that such was the intention of Congress and it was not the Department's conception that the label should stigmatize the product. Although not obliged to do so under the law, the Food and Drug Administration announced a hearing in Washington upon certain proposed standards for canned peas, peaches, and pears and upon a proposed sub-standard label.
1 1 Transcripts of the hearings were prepared. Informal discussions were also held with the members of the industry who were in attendance at the convention of the National Canners' Association in Chicago in January, 1931, reports of which were prepared for the use of the Food and Drug Administration1 0 2 Previously suggestions had been received "Senator Copeland introduced an amendment to the measure, which was adopted by the Senate, providing for a food standards committee to formulate the standards after hearings, subject to review by the Secretary of Agriculture. 72 CoNG. REc. ioi66 (1930 by the Department from various sources. Those concerning the sub-standard label were summarized in a typewritten office memorandum."' 3 By these means, although no complete record was made, interested parties were heard and information was gathered and preserved for use in the preparation of the regulations. Later proposals for regulations under the amendment were subjected to consideration in a similar
The effect of matter brought to the attention of the administration by these means is apparent in the action taken with respect to food standards. The initial regulations' 0 5 were considerably more lenient than the proposals originally made. In 1931 the percentage of solid tomatoes required under the promulgated standard was made 45,106 as compared to a proposed 40 in the announcement of the hearings.' 0 7 At a number of the sessions the discussion by members of the canning industry was spirited and to the point and reflected a sincere desire to further good standards. The Administration attempted from time to. time to draw expressions of opinion from the consumer representatives who were present.
But, as might have been expected, the wording of the sub-standard label provided the most important bone of contention during the consideration of the regulations and the best illustration of the operation of the procedure under the McNary-Mapes Amendment. In addition, the label has been challenged twice before the courts. The Food and Drug Administration originally proposed a label bearing the legend, "Below U. S. Standard: Legal-Wholesome." Representatives of the canning industry who attended the hearing contended that the words "legal" and "wholesome" gave the impression of governmental endorsement to the sub-standard product and urged that they be replaced.' 8 One representative urged frankly that the Administration adopt "some legend that will be a sales-resistance factor."' 0 9 Although the Chief of the Food and Drug Administration emphasized twice during the hearing that the label should not stigmatize the product, the National Canners' Association was assured a month later that the legend finally approved would not include the words, "legal" and "wholesome," but that other words qualifying the phrase, "below U. S. Standard," would be used.1 0 The initial regulations as they later appeared prescribed "Below U. S. Standard: Low Quality but not Illegal" as the wording of the sub-standard legend."' Canning Trade shortly afterward reported that "As a matter of fact, the proponents of this law expect that this legend will entirely drive out of the '~Nov. 21, 1930 (on file in the Food Division of the Food and Drug Administration). 'Hearings in Washington, D. C., April 13, 1931, and in San Francisco, April 14, upon proposals for standards for canned tomatoes, cherries, and apricots; hearings in Washington, D. C., April 14, 1932, upon proposed changes in standards and in the sub-standard label; hearings in Chicago, Jan. x8, 1935, on stricter standards for canned tomatoes, mushrooms, and cherries; hearings in Chicago, Jan. 26, 1937, on standards for canned red sour pitted cherries; notices and requests for written comments upon miscellaneous changes, April 21, I933, April 30, 1934 , Feb. 20, 1935 market all canned foods which must appear under it. In other words, they expect this legend to kill the packing of sub-standard canned foods." The comment was added that "We believe Dr. Dunbar and his assistants are to be congratulated upon the wording, the manner of display, and the size of the legend requirement. From that point of view it ought to be effective."" 2
The Administration, however, was subject to continuing doubts regarding the fairness of the prescribed label. Early in 1932 it announced a hearing in Washington upon a proposed substitute, reading "Below U. S. Standard; Good Food-Not High Grade." 113 The hearing was attended by approximately 70 persons, including two representatives of the Bureau of Home Economics and two representatives of consumer organizations. The Department sought particularly to elicit the reactions of the consumer representatives to the alternative legend, expressing also its own view that the label should not prevent the marketing of wholesome products. The only definite reaction obtained was favorable to the proposed substitute as being more enlightening and less forbidding." 4 The canners' representatives who were present, as one of them put it, "generally are asking that this legend be changed on fruit but left as it is on canned vegetables.""1 5 It appeared from the testimony that avoidable delay in the picking of vegetables for canning and careless methods of packing had been widespread in the industry; that the regulations in force in i931 had minimized such practices,""' and that a change of label which would reopen the market to substandard products would lead to a prompt resumption of careless methods. In fruit canning, on the other hand, deficiencies in size, perfection of fruit, and other elements of quality were less avoidable and less objectionable to consumers, so that a label which would be informative but not forbidding was thought to be desirable. The view was expressed by the Administration, moreover, that the labels, required because of certain deficiencies, might well be so drawn as to specify the precise nature of the departures from standard.: 17 In the revised regulations which shortly afterward appeared""' the proposed alteration in the label was introduced as to canned fruit and the former legend was retained as to vegetables. Specification of certain departures from standard, relating largely to the appearance of the various products, was also permitted. In 1937, apparently without preliminary hearings, the previous substandard legend for fruit, substituting "Good Food-Not High Grade" for "Low Quality but Not Illegal," was applied also to vegetables." "'0See also Dep't Agr. Release, Oct. 1, 1931, containing a statement by D. M. Welch, Chief of the Baltimore Station of the Food and Drug Administration, to the effect that "Packers were unusually careful in putting up canned tomatoes this season, as they have found no market for the substandard product to date. Having been notified of the provisions of the Mapes amendment, the canners were careful to put up a pack that would not require the substandard labeling." " Transcript, supra note 124, at 69. Shortly after its promulgation, the original requirement of the sub-standard legend was challenged as it applied to sliced peaches whose sole departure from standard lay in a lack of uniformity in the size of the slices 120 The plaintiff sought an injunction against the seizure as misbranded of several thousand cases of the peaches to which the required label had not been affixed, contending that the wording of the label was arbitrary and in excess of the authority delegated in the legislation. That authority, it was alleged, extended no farther than to permit the requirement of "such a label as would fairly indicate tle respect in which the peaches fail to comply with the standard promulgated." In defense of the suit the government filed affidavits reciting the efforts of the Administration to gather evidence upon which to base its regulations, setting forth the conclusion that uniformity in the size of slices was considered by the trade to be an element in quality, and containing opinions of individual canners to the same effect. The Secretary of the National Canners' Association deposed that the required label "is truly descriptive and informative of the quality of sliced canned peaches which are not uniform in size." 12 1 The court denied the injunction without opinion. Six years later the Administration dispensed with the requirement of even its softened sub-standard label upon canned peaches which "fail to meet the standard of quality and condition only in that they are not uniformly sized" and permitted the substitution of the legend, "Peaches, Ungraded for Size."
The only other challenge in court to the McNary-Mapes regulations was offered in an actioii to restrain the enforcement of the labeling requirement against canned soaked, dried peas, which were sub-standard by reason of not having been canned in an immature state as required by the regulations as revised in 1932,123 which also required the addition of the statement, "Soaked dried peas" to the regular substandard label.
124 Certain canners, notably the plaintiff itself, had in a few years built up an annual business of between 200,000 and 250,000 cases of canned soaked peas. These bore the legend, "Prepared from Dried Peas," and were sold throughout the country at lower prices than canned fresh peas and in competition with them. The pea canning industry was aroused by this development. "Away with the old blurb that Soaked Peas are good food," demanded Canning Trade. 25 Just after the institution of the Morgan Company's action the Pea Section of the National Canners' Association requested the Food and Drug Administration to "actively enforce the regulation covering this product"'1 2
The evidence in the Morgan case showed without contradiction that soaked dried peas are a wholesome food, usually not less tender than the minimum permitted for canned fresh peas under the standard, but mealy in character, producing a cloudy liquid, and somewhat different in taste, and that the product was marketable only in small quantities when it bore the government's "crepe" label. 127 Again the government recited its efforts to obtain information from all interested parties before adopting its regulations. It proved that the plaintiff had been sent a notice of the hearing upon the proposed regulation relating to soaked dried peas, together with a copy of the proposal, and had failed to appear at the hearing or to interpose written objections.
District Judge Baltzell was suspicious of trade opinion as a basis of official regulations and demanded facts to sustain the regulation.' 28 He wished to know what the statements in the legend, going beyond the information that the product was soaked dried peas, added to the information furnished to the consumer. Informed by a government witness that the consumer received a warning of low quality, as the statute intended, he suggested that the legend "is well calculated" to "cause suspicion in the mind of the consumer, isn't it?" The answer was, "It might be."' 2 9
The district court held that the prescribed label was unreasonable because destructive of trade in a legitimate product; that canned soaked peas were a different "class of food" from canned fresh peas; and that a different set of regulations should be applied to the two classes. The injunction issued and the decree was affirmed by the Circuit Court of Appeals. The Administration shortly afterward undertook to promulgate separate standards and labeling requirements for soaked dried peas in accordance with this view.'
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The handling of the labeling requirement under the McNary-Mapes Amendment is an example, clearly, of administration not functioning in a sound and effective manner in certain respects. Because of pressure from economic interests, the regulations originally adopted apparently did not represent the real convictions of the administration. In the case involving sliced peaches, by later tacit admission, an unjust labeling requirement, subsequently abandoned voluntarily, was enforced against a canner to his great loss after having been supported by the manifestly absurd opinion of an interested affiant that the statement, "Low Quality, but Not Illegal," correctly described fruit whose sole deficiency was irregularity in size. Only after six years, following a defeat in court, was a thoroughly fair and effective set of labels prescribed.
In the Morgan Company case the device of judicial review appears to relative advantage. The trial court penetrated shrewdly to the heart of the controversy and rendered an apparently just decision. On the other side it might be contended that in reality canned dried peas were fraudulently substituted for canned fresh peas in retail sales and that the Administration, knowing that fact but being unable to prove it, had rightly struck at the practice by the only method possible, namely, stopping at its source the product that was susceptible to deceptive marketing. Such indirect 'Typewritten transcript of evidence, on file in the Food and Drug Administration. 'Transcript, 107. 'id., 161 It is interesting to consider whether the procedure provided in the new Act is likely to work an improvement in rule-making methods and in judicial review of regulations having to do with standards and labeling. Much bulkier and more expensive administrative records dearly will have to be made. Evidence will have to be introduced upon each constituent element in the quality of a class of food that is to be subjected to a standard. The effects of labels upon persons reading them will have to be established by adequate opinion evidence, if not by expert testimony. The task is likely to be exacting and long drawn-out. The gauntlet of judicial review will have to be run more frequently and with wider reviewing powers on the part of the courts. Counterbalancing the difficulties in the foregoing scheme, there will be the possibility and even the necessity of resisting pressure from interested groups except in so far as it is adequately supported by facts. More clearly-reasoned conclusions may result from improved analysis of the problems to be solved. Injustice in particular cases may be avoided more successfully. Realistic judicial review may be furthered by the more adequate records with which the courts will be confrontedunless the absence of direct contact with the witnesses militates too greatly against shrewd judicial appraisal of the situations presented. In an ideal world, with officials free to pursue the public. interest which they had at heart, simple, informal administration would be preferable; in the world of today, with groups pulling officials powerfully in the direction of their advantage, procedural formality in the type of rule-making exemplified under the McNary-Mapes Amendment seems likely to promote good administration-provided the administrative machine is sufficiently enlarged to carry the load, and provided further that the courts exercise their powers of review with appropriate restraint.
Judicial review under the new statute presents an additional difficulty which must be met if the Act is to function successfully. In Morgan v. Nolan, as in most other cases of attack upon administrative regulations of a general nature, the object of the suit was to restrain the application of the regulation to the plaintiff, and the judgment did not extend beyond that purpose. The reasonableness of the label requirement as applied to the plaintiff's product presented a fairly narrow issue, upon which the court could pass by following its usual methods. Had the question related instead to the reasonableness of the label requirement wherever it applied, a very different type of issue would have been presented. It is that type of issue which will normally be presented when a regulation is challenged in court under the provisions of the new Act, for the appeal seems intended to bring up the order as a whole. Only if the courts limit themselves strictly to detecting serious flaws in the administrative reasoning, without themselves attempting to check the administrative conclusions upon such general matters in the light of reasoning of their own, will the scheme of review be workable. Even then it gives rise to constitutional doubts. 
. The Constitutionality of Judicial Review of General Regulations
Several problems of a legal nature are raised by the judicial review provisions of the Food, Drug, and Cosmetic Act. One of these, the question of the constitutionality of judicial review of general regulations and particularly judicial prescription of affirmative action by the administrative authorities, goes to the heart of the rulemaking process and of the function of the courts in relation to administrative action. The Act provides' 3 1 that the courts shall have jurisdiction to affirm or set aside orders in whole -or in part and, further, that "if the order of the Secretary refuses to issue, amend, or repeal a regulation and such order is not in accordance with law the court shall by its judgment order the Secretary to take action, with respect to such regulation, in accordance with law."
So far as the words of the Act are concerned, the power to affirm or set aside orders is no broader than that conferred in other statutest 82 which provide for the judicial review of administrative action. As previously noted, however, 3 3 prior statutes of this nature provide for review of orders that are addressed to particular parties, rather than general regulations. An affirmance of such an order is simply a holding that the legal rights of these parties have not been infringed; a reversal in whole or in part is based either upon a violation of those rights or upon an excess of power which invalidates the order as against the only persons to whom it applies. Orders under the new Act, on the other hand, embody regulations that are general in scope. To affirm or set aside such an order is to pronounce incidentally upon the rights of many persons not party to the suit.' 3 4 Nevertheless, the Act contemplates a limited range of issues affecting the orders of the Secretary, upon which the courts are to pass: (i) the presence of evidence to support the findings of fact; (2) the power of the Secretary to act at all; (3) the conformity of the administrative procedure to the requirements of the statute; and (4) the possible-presence of arbitrariness or unreasonableness in the administrative conclusions.' 3 5 Except for the lastmentioned issue, these are fairly definite questions which, even when they arise out of an essentially non-judicial administrative proceeding, are recognized as susceptible to judicial determination at the suit of an interested party. No reason appears why they may not be determined by the courts when they arise out of rule-making proceedings.
The last issue presents both practical and constitutional difficulties. Its determination affords a vehicle for the extension of judicial review to matters which should be determined finally by administrative experts, if a court chooses tco brand as arbitrary LAW AND CoNTEPoRARy PNoB.MS or unreasonable' 3 6 a conclusion of theirs with which it simply disagrees. Even where conclusions are based upon findings of fact scientifically arrived at and hence are subject to a minimum of procedural difficulty, 1 7 . the possibility, if not the probability, exists that there may be unwarranted judiciaf' interference in the outcome. 1 8 It is likely, however, that judicial self-restraint will operate, in this field, 13 to limit judicial review to its proper scope.
'An alternative device for extending judicial review is the branding of a conclusion as one of law because it is a conclusion called for by a statute, thus subjecting it to judicial review despite the fact that it is properly a matter for expert determination. Federal Trade Comm'n v. Gratz, 253 U. S. 421 (x9o), holding that the nature of "unfair methods of competition" under the Federal Trade Commission Act presents in the last analysis a question of law for the courts.
'See p. 53, supra.
'The procedure under the i9o6 Act was conducive to the substitution of judicial for administrative judgment upon essential conclusions, which were not, however, embodied in regulations. In U. S. v. Washington Dehydrated Food Co., 89 F. (2d) 6o6 (C. C. A. 8th, 1937) , the question was whether the district court, sitting without a jury, had rightly decided a libel proceeding, involving certain sacks of "apple chops" alleged to be adulterated by reason of the presence of added arsenic and lead poison, in favor of the owners. The "chops" were dehydrated apple cuttings, intended for use in the manufacture of apple butter. They contained an ascertained amount of poisonous spray residue from the raw apples. The question under the Act, §7, was whether the chops contained "any added poisonous or other deleterious ingredient which may render such article injurious to health." The evidence as to the quantity of poison was clear and the harmful effect of lead and arsenic upon human beings was not disputed. The expert opinion evidence differed sharply, however, upon the precise effect of the consumption of the indicated quantities of these poisons when contained in apple butter and other foods. The trial court found "That the apple butter into which the apple chops in this case would be manufactured would not have an arsenic or lead content which might render the apple butter injurious to health; that the apple butter would not be adulterated within the Food and Drug Act." The Circuit Court of Appeals treated this finding as one of fact, pointed out that the burden of proof at the trial rested upon the g6vernment, and declined to interfere with the outcome. Actually, however, the most essential fact remained in doubt and was settled for the purposes of the case only by reason of the incidence of the burden of proof and the effect of the evidence upon the mind of the trier of fact. The real issue in such matters is whether in the light of the ascertained facts and of the probabilities under conflicting evidence, the conclusion is justified that the product should be treated as adulterated. At times, even when all the facts are clear, a question of policy remains which must be similarly determined. The evidence may be clear that certain poisons have certain deleterious effects which, however, are infinitesimal in ordinary persons. The issue then takes the form of whether there is economic justification for subjecting consumers to the risk of absorbing such quantities of poison-"not.. . a disputed issue of fact, but rather a difference . . . over the meaning of the words, 'deleterious ingredient, injurious to health.'" W. B. Wood Mfg. Co. v. U. S., a86 Fed. 84 (C. C. A. 7th, 1923) . Under the new Act such issues are for administrative determination in the proceedings which lead to the issuance of regulations. These determinations are not to be overturned except when they are clearly arbitrary and unreasonable or when supporting findings are unsupported by any substantial evidence. The burden of proof which has rested upon the government in such cases has been removed. Certain interests sensed while the bill was in Congress that such would be the case under the new law. Hearings before the Senate Committee on Commerce on S. 5, 7 4 th Cong., ist Sess. (1935) 266-271.
They suggested that in a criminal proceeding for violation of a regulation the Government be required "to prove its case affirmatively in the first instance and that the regulation alleged to have been violated is in accord with the facts and the law." Testimony of R. G. Phillips, Secy., International Apple Ass'n, Hearings before the House Committee on Interstate and Foreign Commerce on S. 5, H. R. 6906, H. R. 8865, and H. R. 894z, 7th Cong., Ist Ses. (1935) 324. They were defeated in their final attempt to insure judicial re-examination of such issues. See p. 48, supra. It is unlikely that the courts, under the statute as drawn, will restore the victory to them.
The bias against government experts in Judge Buffington's opinion in Van Camp Sea Food Co. v. U. S., 8a F. (2d) 365 (C. C. A. 3 d, 1936) , is not usual among judges in cases where matters of physical science are involved. See p. 54, supra. The learned judge minimized the credibility of the testimony of a Food and Drug Administration expert that certain sardines were somewhat decomposed, partly on the ground that it had not been shown that the sardines had not been allowed to stand in an open can for half a day in Washington's summer heat before being examinedl The decision reversing a judgment for the government, based upon a jury verdict, was, however, supported by additional reasoning.
